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NOTE The additions and detet+oens to the approved
standards being submtted by the Proficiency
Testing Commttee for vote are marked as in this
not e.

2.0 PROFI Cl ENCY TESTI NG PROGRAM | NTERI M STANDARDS

For the period beginning with adoption of these standards by
the National Environnental Laboratory Accreditation
Conf erence (NELAC) and endi ng_Decenber 31, 1999—Septenber
30—2998, all National Environnental Laboratory Acreditation
Program (NELAP) - approved prinary accrediting authorities
shal [ accept data from proficiency testing prograns that
nmeet the requirenents of current Environnental Protection
Agency (EPA) or state regulatlons and gui dance. The Intent
of these interimstandards is to continue the status quo
until remaining EPA and ot her stakehol der issues can be
addressed. This should not be construed as NELAC approval
or di sapproval of any particular PT provider.

Aceredit+ngPri mary accrediting authorities may rely on the
current |aboratory performance eval uation studi es conducted
by EPA. These include: the Water Supply (W5) Study,
conducted twi ce annually; the Water Pollution (WP) study,
conducted tw ce annually; and the D scharge Monitoring
Report Quality Assurance (DVRQA), conducted once annually.
Al ternatively, primary accrediting authorities may rely on
ot her sources for performance eval uation studies (such as
their own state-operated prograns or prograns supported by
commerci al vendors), provided that these prograns neet
current EPA regul atory requirenents.

2.1 | NTRODUCTI ON, SCOPE, AND APPLI CABI LI TY

This chapter and the associ ated appendi ces define the major
participating organi zati ons and conponents of the NELAC
Proficiency Testing (PT) Program In addition to conplying
with the requirenments of this Chapter, any person, private
party or governnment entity seeking to participate as a PT
Provider in the NELAC program shall also conply with the
requi renents of the applicable Appendices A (PT Provider
Approval Criteria), B (PT Sanple Design and Acceptance

Qui delines), C (Proficiency Testing Acceptance Criteria and
Proficiency Testing Pass/Fail Criteria) and D (Proficiency
Testing Oversight Body). The criteria set forth in this
standard are considered to be default requirenents, and
shall be used in the absence of specific EPA program
ert+ter+a requlations. |If they conflict wth any docunented
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EPA program er+tefr+a_requl ati ons, the program ertterta
requl ati ons shall have precedence.

Proficiency Testing (PT) is defined for the purpose of this
Chapter as a nmeans of evaluating a | aboratory’ s performance
under controlled conditions relative to a given set of
criteria through anal ysis of unknown sanpl es provided by an
external source. PT is not the sole criterion for

determ ning accreditation status. Additional essenti al

el emrents of the overall NELAC accreditation process,

i ncl udi ng the taberatory—autit on-site assessnent, are

di scussed in other chapters of the NELAC standards. The PT
programis intended to cover all types of federal and state
envi ronnment al anal yses. However, the body of the PT
standard applies primarily to chem stry. Appendices (yet to
be devel oped) will describe necessary variations as applied
to radi ochem stry, environnental toxicology—bt+etegy, and

m cr obi ol ogy.

The maj or conponents of the NELAC PT Program i ncl ude:

a) mul tiple PT Providers who shall neet stringent criteria
to becone Approved by a the—Proficiency Testing
Oversi ght Body (PTOB), as described in Section 2.3 and
Appendi x A

b) specific requirenents for the design of PT sanples and
studies, to ensure that all sanples provide a
consistent, fair and known challenge to | aboratories
seeki ng NEEAC-Aaccreditation_froma NELAP-approved
accrediting authority, as described in Section 2.3 and
Appendi x B;

c) specifically defined pass/fail criteria for evaluating
PT sanple results, as described in Section 2.3 and
Appendi x C,

d) initial approval and ongoi ng oversight of PT Providers
by a _the—Proficiency Testing Oversight Body (PTCOB),
Section 2.3 and Appendi x D,

e) specific requirenments for |aboratories participating in
PTOB- aApproved PT Prograns, as described in Sections

2.5, 2.6, and 2.7; and

f) oversight of all PT Programactivities by the PTOB(s),
as described in Section 2.2.1.
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2.1.1 Purpose

The PT programincorporates several practical purposes,
whi ch i ncl ude:

a) the production and supply of test sanples that are
procedure-sensitive; that is, the sanples challenge the
critical conponents of each anal ytical procedure,
ranging frominitial sanple preparation to final data
anal ysi s;

b) the production and supply of test sanples that are as
simlar to real-world sanples as is reasonably
possible. It is further expected that the PT sanples
will be representative of materials analyzed for
envi ronnent al regul atory prograns, agencies, and
comuni ti es;

c) a programwhich is affordable by all participants;

d) the yielding of PT data that are technically defensible
on the basis of the type and quality of the sanples
provi ded;

e) the preparation of sanples such that the identification
and quantitation of analytes in the sanples poses
equivalent difficulty and chall enge regardl ess of the
manner in which the sanples are designed and
manuf actured by the PT Providers, i.e. sanples prepared
for analysis by a Drinking Water or \Wastewater nethod
woul d pose equal chal |l enge whet her prepared as whol e
vol unme or eoneentrated _as a concentrate in anpul es.

2.1.2 Coals

The PT program incorporates several practical goals, which
i ncl ude:

a) the generation of data at a quality level required by
envi ronnental and regul atory prograns;

b) the generation of data that are, at a m ninum
conparable in quality to that of currently certified
and/ or accredited | aboratories; and

c) the i nmprovenent of the overall performance of
| aboratories over tine.
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2.1.3 PT Fields of Testing

The PT programis organized by PT fields of testing.
Laboratories may choose to participate in one or nore PT
fields of testing. The follow ng el ements collectively
define PT fields of testing:

a) Regul atory or environnental programas listed in
Chapter 1,

b) Matrix_type (e.qg. gas, aqueous liquid, nonagueous
liquid, solid), and

c) Anal yte
2.2 MAJOR PT GROUPS AND THEI R RESPONSI BI LI TI ES

The PT program structure incorporates five major groups with
separate and distinct roles and responsibilities. The
groups are NELAC, the Proficiency Testing Oversight Body
(PTOB), the PT Providers, the testing | aboratories, and the
primary Accrediting Authorities (AA). The |lines of
interaction anong these groups are shown in Figure 2-1.

2.2.1 NELAC and NELAP

responstble—for—admntstertng—the—NELAC i s the Standards
Setting Authority (SSA) which is responsible for

adm nistering the NELAP PT program EPA and the states
establ i shed NELAC to develop the witten standards by which
the PT programw || operate and to keep these standards
current relative to the needs of regulatory and
environnmental | aboratory progranms. The NELAC st andi ng
Proficiency Testing Conmttee determ nes PT fields of
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Figure 2-1. NELAP Proficiency Testing

testing, sanple paraneters, sanple concentration ranges,
frequency of testing, and PT sanpl e acceptance criteria.
NELAC neets annually to evaluate the PT progranms, collect
input fromthe participants, their associ ated groups, and
the regul ated coomunity, and revise the standards as needed.
NELAC revi ews and approves the PT sanple acceptance criteria
as described in Appendix C

2.2.2 Proficiency Testing Study Providers

The providers shall produce and distribute PT sanples,

eval uate study results agai nst published perfornmance
criteria, and report the results to the | aboratories, the
respective primary Accrediting Authorities, the appropriate
PTOB, and NELAP. The PT Provider shall neet the

requi renents of Appendi x A, manufacture sanples that neet
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the requirenents of Appendix B, and score sanple results in
accordance wth the requirenents of Appendi x C

2.2.3 Proficiency Testing Oversight Body (PTOB)

The Proficiency Testing Oversight Body (PTOB) shal
establish and inplenent a programto accredit PT study
suppliers and to nonitor accredited suppliers to ensure that
their studies and practices neet all applicable standards.
The PTOB shall neet the requirenments of Appendi x D.

Organi zations neeting the requirenents of this Standard and
its appendices, as determ ned by the NELAC Standi ng
Commttee on Proficiency Testing, nay be nom nated by the
Commttee to NELAP to be designated as a PTOB. NELAP nay
approve or disapprove the designation of an organi zation as
a PTOB. The Commttee may also recommentd to NELAP that a
PTOB s designation be withdrawn for failing to neet the
criteria in this standard and appendi ces.

2.2.4 Laboratories

Laboratories that seek to becone accredited by—NEEAP shal
perform anal yses of PT sanples as required by this chapter.
PT sanpl es shall be obtai ned from NELAP desi gnated PTOB-
NEEAP—Aapproved PT Providers. The laboratory shall obtain
PT sanples from any so NEEAP-Aapproved PT Provider. The
results of the analyses shall be submtted to the Provider
for scoring. Accrediting Authorities shall accept for the
purposes of initial and continuing accreditation, PT results
fromany NELAP approved provider that neets the requirenents
of this standard.

2.2.5 Accrediting Authorities (AA

. . . oL
'“GISE?EGS of tre E""ﬁg'g“s “m'F“ frot-d p?'“&'? Acefedtg
The primary accrediting authorities shall nmake all decisions
regarding a | aboratory’'s accreditation status. They are
responsi ble for taking action to nmake these determ nations

i ncludi ng ensuring that | aboratories seeking or hol di ng
their accreditations are participating in the PT program

2.3 REQUI REMENTS FOR PT PROVI DERS

This section and associ ated Appendi x A describe the criteria
that all PT providers shall neet in order to be approved by
a _the—PTOB as PT Providers. A The—PTOB shall grant approval
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to PT providers on a field-of-testing basis, as described in
Section 2.1.3.

2.3.1 On-Site Inspection of PT Providers

A Fre—PTOB shall conduct an on-site inspection of any

organi zation seeking to participate as a PT Provider in the
NELAC Program as described in Appendix D. The PTOBs shal
determ ne whet her the Provider neets the applicable

requi renents described in this Chapter and Appendices A, B,
and C. Approval of a PT Provider shall be the
responsibility of a the-PTOB. A _The PTOB shall conduct
ongoi ng oversight of the PT Providers as necessary to ensure

conformance with all applicabl e standards.
2.3.2 Sanple Requirenents and Design

This Section and associ ated Appendi x B descri be PT sanpl e
desi gn and acceptance criteria. The matrices of all PT
sanpl es shall to the extent possible, resenble the matrices
for which the | aboratory seeks accreditation. Sanples may
not be reused.

2.3.2.1 Sanpl e Anal ytes

The PT Provider shall prepare each sanple |lot such that the
prepared target—concentration of each analyte in each lot is
uni que. The required group of analytes in each sanple
covering each field of testing shall be determ ned by NELAC
Standing Committee on Proficiency Testing and shall be

eval uated and updat ed—anftaty, as necessary. For—a—given

— Wthin each study, a certain
m ni mum nunber of anal ytes shall be present. The group of
anal ytes included shall change over tine so that al
anal ytes are eventuatty—i ncluded at | east once every three
years over a series of sequential studies.

2.3.2.2 Provi der Sanple Testing

The PT Provider shall design, manufacture, and test the
sanpl es for honogeneity, stability, and verification of
prepared target—val ues as required by Appendix B. This
testing shall verify that the quality of all sanples is
acceptable for use in each field of testing PT study.
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2.3.3 PT Study Data Anal ysis

This Section and associ ated Appendi x C describe the criteria
to be used by PT Providers when scoring and eval uati ng NELAC
PT sanple results.

2.3.3.12 Data Acceptance Criteria

PT Providers shall use the data acceptance criteria
described in Appendix Cto evaluate | aboratories’ PT data to
ensure a |l aboratory’ s performance will be judged fairly and
consi stently.

2.3.4 Ceneration of Study Reports
Each PT study provider shall denonstrate that it can receive

and evaluate the data and issue a report within 15 working
21+——ealendar days of the close of each study.

2.3.5 Provi der Conflict of I|nterest

Each PT study provider shall certify that it is free of any
organi zational conflict of interest. A PT sanple producer
shall never split a sanple ot and offer these sanples for
sal e as known-val ue check sanpl es before the unknown sanpl es
are used in a PT study. |In addition, each provider shal
denonstrate that its security procedures are adequate to

mai ntain confidentiality and security of all prepared target
val ues through the closing date of each study. All records
shall be retained for a period of five years or as required
by the appropriate regulatory program

2.3.6 Disapproval of PT Study Providers
A PT Provider’s approval may be subjected to revocation per

the procedures outlined in Appendix A Section A 9.2
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I " . i ed oL . oy o Ref
Appenti-x—~Ay.

2.3.7 PTOB Listing of PT Providers

Fre—PTOBs shall maintain a |ist of Approved PT Providers.
Fhe—PTOBs shall eval uate, update, and publish this |ist at
intervals not to exceed six nmonths. On this sanme interval
The PTOB shall also publish the list of PT fields of testing
necessary to satisfy the PT requirenents_as determ ned in
Section 2.3.2.1.

2.4 LABORATORY ENROLLMENT I N PROFI CI ENCY TESTI NG
PROGRAM S)

2.4.1 Required Level of Participation

To be accredited initially and to maintain accreditation,
each | aboratory shall participate in a PT study provided by
a PTOB-aApproved PT Provider. Laboratories nust request
accreditation for a field of testing, as described in
Seetton—2—1+4ofthts Chapter 1. Each | aboratory shal
participate in at |east two PT studies per year_unless a
different frequency for a given programis defined in the
Appendi ces. The PT Provider shall design studies that
require the analysis of one test sanple for each field of
testing. Section 2.5 describes the time period in which a
| aboratory nust anal yze the PT sanples and report the
results. Data and | aboratory evaluation criteria are

di scussed in Sections 2.6 and 2.7 of this Chapter.

2.4.2 Requesting Accreditation

At the tinme each |aboratory applies for accreditation, it
shall notify the accrediting authority which field of
testing that it chooses to conplete to neet PT requirenents.
For all fields of testing, including those tests for which
PT sanples are not available, the |aboratory shall ensure
the reliability of its testing procedures by maintaining a
total quality managenent systemthat neets all applicable
requi renents of Chapter 5 of the NELAC standards.

2.4.3 Reporting Results

Laboratori es seeking accreditation may sel ect any provider
fromthe |ist of PTOB-aApproved PT study providers. The
| aboratories shall bear the cost of any PT study
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subscription. Each |aboratory shall authorize the PT study
provider to release all accreditation and renedi ati on repoe+rt
tts—results and pass/fail status directly to the appropriate
accrediting authority, NELAP and the PTOB, in addition to

t he | aboratory.

2.5 REQUI REMENTS FOR LABORATORY TESTI NG OF PT STUDY
SAMPLES

A | aboratory nust participate in tw PFoB-—approved singl e-
blind, single-concentration PT studies provided by a PTOB-

approved PT provider per year for each field of testing for
which it seeks or wants to nmaintain accreditation. The
sanpl es shall be analyzed and the results returned to the PT
study provider no later than 36 45—<catendar 30 working days
f r om the—date—of——sanpte—+receirpt t he schedul ed study shi pnent
date. The | aboratory’s managenent and all anal ysts shal
ensure that all PT sanples are handled (i.e., nanaged,

anal yzed, and reported) in the same manner as real

envi ronment al sanpl es to—the—-extent—possitble—Fhe
Faberatory—shatHH—ut++Hze—the—sare—stafi—procedures

. . meitities L , Focio f
safptes—as—forreal—environrental—sanptes utilizing the sane
staff, nmethods, procedures, equipnent, facilities, and
frequency of analysis.

2.5.1 Restrictions on Exchangi ng I nformation

Laboratories shall conply with the followi ng restrictions on
the transfer of PT sanples and comuni cation of PT sanple
results prior to the tine the results of the study are

rel eased:

a) A | aboratory shall not send any PT sanple, or a portion
of a PT sanple,_ to another |aboratory for any analysis
for which it seeks accreditation:,_ or is accredited.

b) A | aboratory shall not know ngly receive any PT sanple
or portion of a PT sanple from another |aboratory for
any analysis for which the sending |aboratory seeks
accreditation;

c) A | aboratory shall not allow managenent or staff to
communi cate with any individual at another |aboratory
(i ncluding intraconpany comruni cati on) concerning the
PT sanpl e; and
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d) Laborat ory managenent and staff shall not attenpt to

obtain the prepared target—value of any PT sanple from
their PT provider.

2.5.2 Maintenance of Records

The | aboratory shall maintain copies of all witten,
printed, and electronic records, including but not limted
to bench sheets, instrument strip charts or printouts, data
cal cul ations, and data reports, resulting fromthe anal ysis
of any PT sanple for five years or for as long as is
required by the applicable regulatory program whichever is
greater. These records shall include a copy of the PT study
report forns used by the | aboratory to record PT results.
Al'l of these | aboratory records shall be nmade available to
the assessors of the primary accrediting authority during
on-site audits of the | aboratory.

2.6 EVALUATI ON OF PROFI CI ENCY TESTI NG RESULTS

PT study providers shall evaluate results fromall PT
studi es usi ng NELAC- mandat ed acceptance criteria as
described in Appendix C. The NELAC Standing Conmmittee on
Proficiency Testing shall provide, ¢ and update_as necessary
oh—an—anntatl—basts—), the data acceptance criteria that al
PT study providers shall use for all PT study—data_studies.
Each result will be scored on an acceptabl e/ not acceptable
basis. The PT study provider will provide the participant

| aboratories and the primary the accrediting authority—the
PTFOB,—antd—NELEAP— a report showi ng at | east the target
prepared value, the acceptance range, and the acceptabl e/ not
accept abl e status for each anal yte fer—eaeh reported by the
| abor at ory parti+etpant. The report shall be sent no |ater

t han 2+—~eatender 15 working days fromthe study closing
date. The providers shall not disclose specific |aboratory
results or evaluations to any other parties not described in
this section.
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2.7 PT CRITERIA FOR LABORATORY ACCREDI TATI ON

The criteria presented in this section and associ at ed
Appendi x C are considered to be NELAC defaults that would
apply in the absence of specific er+terta program
reqgul ati ons established by the appropriate EPA program

of fi ces. Fhe—vartous—EPAprogramofi+eces—+aychoose—to

ot shthed e . L o
2.7.1 Result Categories

The criteria described in this section apply individually to
each field of testing, as defined by the | aboratory seeking
accreditation in its accreditation request. These criteria
apply only to the PT portion of the overall accreditation
standard, and the accrediting authority wll consider PT
results along with the other elenents of the NELAC standards
when determning a | aboratory’ s accreditation status. The
accrediting authority ultimtely makes all deci sions
regarding the accreditation status of the |aboratory. There
are two PT result categories: “acceptable” and “not
acceptable.”

2.7.2 Initial and Continuing Accreditation

A | aborat ory whteh seeksing accreditation shall successfully
conplete two PT studies for each requested field of testing
within the nost recent three rounds attenpted. Successful
performance is described in Appendix C. Once a | aboratory
has been granted accreditation status, it mnmust continue to
conplete PT studies and maintain a history of at |east two
stweeessful acceptable studies out of the nost recent three.
For either initial or continuing accreditation, conpletion
dates of successive proficiency testing rounds for a given
field of study nust be at |east sem annual (i.e., not nore
than six nonths apart) but nust be at |east 36——ecatendar 20
wor ki ng days apart (i.e., participation in a second study or
a renedi al study may not occur wthin 30—<catendar—20 wor ki ng
days of the first or failed study). Failure to neet the
sem annual schedule is regarded as a failed study.

2.7.3 Supplenental Studies

A | aboratory may elect to eenduet participate in PT studies
nore frequently than required by the sem annual schedul e as
set by the primary accrediting authority. This may be

desirable, for exanple, when a |aboratory first applies for
accreditation or when a |l aboratory fails a study and w shes
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to quickly re-establish its history of successful
performance. These additional studies are not distinguished
fromthe routinely schedul ed studies; that is, they are
counted and scored the sane way. —Pert+othec—PFstudtes—wH-

. . . .
oetu ?E 'erd EH”EF Per ?eal (SGPEdU:e o ?e dEEe:“'“ee) .

2.7.4 Failed Studies and Corrective Action

Whenever a | aboratory fails a study, it shall determ ne the
cause for the failure and take any necessary corrective
action. It shall then docunent in its own records both the
investigation and the action taken. |If a laboratory fails
two out of the three nost recent studies for a given field
of testing, its performance is considered unacceptabl e under
t he NELAC PT standard for that field.__The | aboratory nust
then neet the requirenents of initial accreditation as
described in Section 2.7.2 - Initial and Continui ng
Accreditation.

2.7.5 Second Failed Study

The PT Provider reports |aboratory PT perfornmance results to
the accrediting authority at the sane tinme that it reports
the results to the laboratory. |If a laboratory fails a
second study out of the npbst recent three, as described
above, the accrediting authority shall take action w thi n—66
catendar 40 worki ng days to revoke determne—the
accreditation status of all nmethods for the unacceptable
anal yt e(s) . eapabttHty—of—thetaberatory—to—reet
acecredttatton—regurerents—The—aceredtttng—author+ty——shat
review-the—acecredi-tat-on—status—of—atH—rethods—r+etatedto
i : , :
f“e ?Ua:YEF(32 _:nlthe fat+ed fEUd%. aft—fot—ust—thefrethod

2.7.6 Scheduling of PT Studies

Prinmary accrediting authorities nmay specify the nonths that
| aboratories within its authority are required to
participate in NELAC PT proqrans.
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A. 0.0 SCOPE

Thi s Appendi x descri bes the responsibilities and

requi renents a Proficiency Testing (PT) Provider shall neet
in order to be a Proficiency Testing Oversight Body (PTOB)
Approved PT Provider. 1In order for a PT Provider to
participate in the NELAC PT Program a Provider nust be
approved by a the—PTOB. The criteria provided bel ow are
designated to ensure the integrity and technical excellence
of the NELAC PT Programwhile allowing all qualified
Providers to participate in the program

A.1.0 APPROVAL PROCESS

The process for approval of a PT Provider includes a

bi annual on-site inspection by a t+he—PTOB to ensure that the
technical criteria of this appendi x are being net. At the

di scretion of the PTOB, the PT Provider nay be requested to
confirmtheir ability to perform anal yses within the
required imts through participation in a proficiency
testing program operated by the PTOB, or through the

anal ysi s of unknown sanpl es provided by the PTOB. Providers
are also required to submt the results of PT prograns
operated for NELAC to the PTOB for review and eval uati on.
The PT Provider agrees to accept the findings and deci sions
of the PTOB as final.

A 2.0 QUALITY SYSTEM REQUI REMENTS

The manufacturing quality system used by the PT Provider
must neet the requirenents of both |nternational

Organi zation for Standardization (ISO. 9001 for the design,
production, testing, and distribution of performance

eval uation sanples and the requirenents of |SO CGuide 34
Quality System CGuidelines for the Production of Reference
Materials. The design and operation of the PT Provider’s
proficiency testing program nust neet the requirenents of

| SO Guide 43, Proficiency Testing by Interlaboratory
Conmparisons. The testing facilities used to support the
verification, honogeneity, and stability testing required in
Appendi x B of this docunent nust neet the requirenents of
both I SO Guide 25 General Requirenents for the Conpetency of
Testing and Calibration Laboratories and Chapter 5, Quality
Systens, of the NELAC standards. —foer—the—eguatt+ty—eof—testing
faett+t+es— The ability to neet the |1 SO 9001 quality system
requi renment may be fulfilled through registration of the PT
Provider’s quality systemtoby—an Anerican Nati onal
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Standards Institute (ANSI) standards by a Registrar
Accreditation Board (RAB) accredited registrar. However, an
bi annual on-site inspection by the PTOB denonstrating

conti nui ng conf or manceperfoerrance i S required.

A. 3.0 PROVI DER FACI LI TI ES AND PERSONNEL

Each Provider is required to have systens in place to
produce, test, distribute, and provide data anal ysis and
reporting functions for any series of sanples for which they
are requesting approval. Simlarly, the Provider shall have
in place sufficient technical staff, instrunmentation, and
conputer capabilities as nmay be required by the PTOB to
support the production, distribution, analysis, data

col l ection, data analysis, and reporting functions of the
sanples. No portion of the production, testing,
distribution, data collection, data analysis, nor data
reporting functions may be outside the control of the PT
Provider for any particular study, since it is essential

that the confidentiality of the sanples be maintained

t hroughout the PT study.__ For the purposes of this

requi renent “control” can nean ownership or that the
subcontracted service is perforned under an agreenent which
specifically ensures the ability of the Provider to access
and restrict the distribution of information related to

t hese services. Any subcontracted services nust be assessed
by a PTOB and neet the sane criteria as the PT Provider.

A 4.0 SAVPLE BESHAGNFORMULATI ON REVI EW

The PT Provider nmust denonstrate to the PTOB, by the

subm ssion of appropriate data, that the sanple
destgnf ornmul ati on for which the PT Provider is seeking
approval wll permt participating |laboratories to generate
results that fall within the sanpl e acceptance ranges
establ i shed by the NELAC er—the—+PFOB—St anding Committee on
Proficiency Testing and neet the criteria of the National

St andards for Proficiency Testing.

A 4.1 RELEASE OF | NFORVATI ON

I n support of the above requirenent, the—PTOBs agrees to
treat all sanple destgnrformulation information subnitted to
them for review as the proprietary information of the PT
Provider submtting the information. Such destgnfornul ation
information shall not be rel eased by a the—PTOB w t hout the
prior witten consent of the PT Provider.
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A. 5.0 PROVI DER CONFLI CT- OF- | NTEREST REQUI REMENTS

PT Provi ders seeking approval shall docunment to the
satisfaction of the PTOB that they do not have a conflict-
of-interest with any | aboratory seeking, or having, NELAPE
accreditation. PT Providers shall notify the PTOB of any
actual or potential organizational conflicts of interest,
including but not limted to:

a) Any financial interest in a | aboratory seeking, or
havi ng, NELAPE accreditation;

b) The sharing of personnel, facilities or instrunmentation
with a | aboratory seeking, or having, NELAPE
accreditation.

The PT Provider is also required to informall internal and
contract personnel who performwork on NELAC PT sanpl es of
their obligation to report personal and organi zati onal
conflicts of interest to the PTOB. The Provider shall have
a continuing obligation to identify and report any actual or
potential conflicts of interest arising during the
performance of work in support of NELAC PT prograns. |[|f an
actual or potential organizational conflict of interest is
identified during performance of work in support of NELAC PT
prograns, the PT Provider shall imedi ately make a ful

di sclosure to the PTOB. The disclosure shall include a
description of any action which the Provider has taken or
proposes to take, after consultation with the PTOB, to
avoid, mtigate or neutralize the actual or potential
conflict of interest. The PTOB may reevaluate a PT
Provider’s Approval status as a result of unresol ved
conflict of interest situations. Any conflict of interest
di sputes between the PT Provider and the PTOB nmay be
appeal ed to NELAP for a final determ nation

A.5.1 BAN ON DI STRI BUTI ON OF SAMPLES

Furtherrore—PT Providers shall not sell, distribute, or
provi de sanples used in the NELAC PT programprior to the
concl usion of the study for which they were designed.
Providers further agree not to sell, distribute, or provide
sanpl es of identical destgnfornulation and concentration to
t hose sanples which it is currently using in a NELAC study.

A. 6.0 CONFI DENTI ALI TY OF PT STUDY DATA
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The PT Provider shall denonstrate to the PTOB that is has
systens in place to ensure that the confidentiality of data
associ ated with NELAC PT sanpl es and prograns are +s—not
conprom sed. PT Providers shall not rel ease the
FargetPrepared Val ue of any sanple currently being used in a
NELAC PT study_prior to the conclusion of the study. The PT
Provi der al so agrees that the acceptance ranges provided to
them by either NELAC, or the PTOB, are the proprietary
information of NELAC_ or the PTOB,_ and shall not be

di scl osed by the PT Provider without the witten approval of
t he PTOB.

A. 7.0 DATA REVI EW AND EVALUATI ON

The NELAP desi gnat ed Approved—PTOB will review the data from
every PT Provider’s studiesy to ensure that acceptance
[imts used to evaluate | aboratories are consistent with
nati onal standards as established by NELAC. The PTOB wil |

al so evaluate the performance of the PT Providers by

nmoni toring, and reporting, to both and the Providers_and the
NELAC Standing Conmittee on Proficiency Testing the
pass/fail rates of all Providers on all sanples tested. A
Fhe—PTOB is required to investigate any PT Provider whose
pass/fail rate is statistically different fromthe nationa
aver age.

A. 8.0 COWLAI NTS & CORRECTI VE ACTI ON

Witten conplaints received by the PT Provider regarding
technical or procedural aspects of the studies they

conduct thet+—performrance—+n—the—NEEAPPHprogram nust be
submtted to the PTOB within seven——<catendar five (5) working
days fromreceipt of the conplaint by the PT Provider. The
PT Provider shall resolve the conplaint to the satisfaction
of the PTOB within 36—<catendar 20 working days fromthe date
received by the PTOB. The PTOB is the sole judge of the
adequacy of the corrective action taken by the PT Provider.
H—s—the—+espoenstbit+ty—oef—Tthe PTOB willte provi de NELAP
with an annual summary of all PT Provider conplaints
received during the prior year.

A.9.0 LOSS OF PROVI DER APPROVAL

PT Providers who fail to neet the requirenents of these

st andar dsi-s—appendi-x—er—those—ef—Appendix-B- may be subj ect

to loss of their approval as a NELAC PT Provider. Providers
may | ose approval to provide individual sanple sets based
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upon review of PT study data by a the—PTOB as required in
Appendi x A_ Section A.7. Simlarly, PT Providers who fai

to neet the requirenents of Appendix A, Sections A2 through
A6, on a continuous basis may |ose their approval as a PTOB-
aApproved PT Provider for all sanples.

A.9.1 PER OD C REVI EW OF PT PROVI DERS

A Fhe—PTOB may at any tine, review the performance of any
approved PT Provider against these standards—terns—and
contittons—of—both—Appendix—A—-anad—Appenti>xB. Based upon
this review, the PTOB may deci dedetermne that the approval
status of a PT Provider be revoked, adjusted, limted, or
ot herwi se changed based upon failure to neet one or nore of
t he specified requirenents.

A. 9.2 REVOCATI ON OF APPROVAL

A The—PTOB may take any of the follow ng actions in response
to its determnation that a PT Provider’s approval status
shoul d change:

a) If the PT Provider fails to neet the requirenents of
Appendi x B for a particular sanple set,_ or series of
sanpl e sets, a the—PTOB may revoke approval of the PT
Provi der to provide these sanple sets for the NELAC PT
program PT Providers may request reapproval for the
sanpl e sets by verifying to the PTOB that the probl em has
been correct ed.

b) If the PT Provider fails to neet the requirenents of
Appendi x A_ Section A2 or A3, a the—PTOB may revoke the
PT Provider’s approval to supply any sanpl es under the
NELAC PT programuntil such time that the PT Provider
corrects the problemand the PTOB verifies through an on-
site inspection that the corrective action has been
effective.

c) If the PT Provider fails to neet the requirenents of
Appendi x A, Sections A5 through A6, a the—PTOB may revoke
the PT Provider’ s approval toe—stuppty—any—sanptes—under
the NELAC PT program In this case, the PT Provider may
not reapply for reapproval for a period of three years
fromthe date of revocation of approval
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B.0.0 | NTRODUCTI ON

An integral elenent of the NELAC PT Program Standards is the
assurance of PT sanples which are of high quality, well

docunent ed, honobgeneous, and stable. In order to neet the
goal s of NELAC, the PT sanples used in the program nust al so
provide all |aboratories with sanples which offer a

consi stent challenge. Al PT sanples nust neet al

appl i cabl e specifications of these standards by EPA-andfor
NELAC.

B.1.0 VERI FI CATI ON OF PREPARED FARGEF—VALUE

Al l PT sanples used in the NELAC program nmust be anal yzed by
the PT provider prior to shipnment to the |aboratories to
ensure suitability for use in the program The Prepared
Farget—Val ue of the sanple will be used to establish
acceptance criteria, and it nust be verified by analysis.

PT providers nust verify the Prepared Farget—Val ue by direct
anal ysis against National Institute of Standards and

Technol ogy (NI ST) Standard Reference Materials_(SRM, if a
suitable NIST SRMis available for use. If a NNST SRMis
not avail able then verification nust be perforned agai nst an
i ndependently prepared calibration material. An

i ndependently prepared calibrant is one prepared froma
separate raw material source, or one prepared and docunented
by a source external to the provider.

B.1.1 RELATI VE _STANDARD DEVI ATI ON OF VERI FI CATI ON

The net hod used by the PT provider for verification analysis
must have a rel ative standard deviation of not nore than
50%+Fty—pereent- of the relative standard deviation
predicted at the Prepared Value by the | aboratory acceptance
criteria being used by NELAC for each paranmeter. The

rel ati ve standard deviation of the provider’s verification
met hod shall wH+—be established by a nethod validation
study, and the suitability for use shall witH—be approved by
t he NELAP designated Proficiency Testing Oversight Body
(PTOB)

B.1.2 VERI FI CATI ON OF THE PREPARED VALUE

The prepared value for eEvery paraneter in all PT sanples
must be verified by analysis. The prepared val ue Farget
Vatdwe—of the analyte sanpte—is verified if the nean of the
verification analyses is within 1.5 standard devi ations, as
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cal cul ated as described in Sections C.1.1.1 or C.1.1.2, of
either a) the prepared value if an unbi ased verification
nmethod 1s used or b) the nmean value for the analyte as
calculated in Sections C.1.1.1 or C1.1.2 if a biased nethod

IS used. Farget—Vatdve—-ot—the—sanmptetaH—wthin—a99%
Contdencetnterval——ealeulatedfromthe Mean—and—Standard

analysts——The standard deviation of the verification

anal yses also nmust be | ess than one standard deviation as
calculated in Sections C.1.1.1 or C1.1.2. For analytes
that are evaluated using fixed percentages as defined in
Section C. 1.1.1, standard deviations are cal cul ated by
assunm ng that the fixed percentage is equal to tw standard
devi ati ons.

B.2.0 HOMOGENEI TY_TESTI NG-VERHAH-GAH-GN

PT sanpl e honbgeneity is essential to ensuring that al

| aboratories are treated fairly. Therefore, the purpose of

t he honpgeneity testing procedure is to establish at the 95%
confidence | evel enstre—that—wthii—a95% Contt+dence—t+mt
that all sanples distributed to the | aboratories have the
sanme Prepared Farget—Val ue for every paraneter to be

eval uated. Honogeneity testing is required on all PT
sanples prior to sanple shipnent to the | aboratories.

B.2.1 HOMOGENEI TY TESTI NG PROCEDURE

The honogeneity of the sanples nust be established using a
general ly accepted statistical procedure. The procedure
sel ected by the PT provider nust be capable of eval uating
the relative consistency of each anal yte across the
production run, and nust be perforned on the final packaged
sanples. The procedure nust establish at the wthin—a—95%
ceonfidence | evel ti-wt—that the Prepared Farget—Val ue is
consi stent across the production run. Sanples, or
paranmeters, which fail to pass the honpbgeneity testing
criteria ef i
Conft+dence—+tnterval—cannot be used in the NELAC PT program
to eval uated | aboratories.

B.2.2 SUl TABLE HOMOGENEI TY TESTI NG PROCEDURES

A suitabl e honbgeneity testing procedure will be capabl e of
conparing the between wthif—sanple to within between—sanpl e
standard devi ation across the PT provider’s packaging run,
and wi || ensure conparability w thif—a 95% c€onfi dence
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taterval. Suitable honbgeneity testing procedures are
available in both 1SO Guide 35 for the Certification of
Reference Materials and in the |1 SC Reference Materi al
Commttee (REMCO) -Association of Oficial Analytical

Chem sts (FAOAC). Harnoni zed Protocol for the Proficiency
Testing of Analytical Laboratories. However, the
honogeneity testing procedure used by the PT provider nust
be approved for use by the PTCB.

B.3.0 STABI LI TY TESTI NG

The sanples used in the NELAC PT program nust to be verified
as stable for the period of each study. Therefore, the
stability of all sanples, and paraneters, nust be
established by the PT provider followi ng the close of data
subm ssion fromthe | aboratories. The sanples are
considered stable for the period of the study if the Mean
anal ytical value as determ ned after the study for each
paraneter falls within the 99% Confi dence Interva
calculated for the prior to shipnent verification testing
used to establish wvert+fy—the Prepared Farget—Val ue. The
testing procedure used for stability testing nust be
approved for use by the PTOB.

B.4.0 SAMPLE FORMULATI ON BESHSN-APPROVAL

The sanple fornul ati on destgnr—for each sanple used in the
NELAC PT program nmust be eval uated, and approved for use, by
the PTOB prior to their use in the NELAC program The
criteria for fornul ati on destgnr—adequacy are that the sanple
wi |l provide equivalent challenge to the | aboratories under
test as simlar sanples for the sane paraneters as other
providers, and that the sanple will exhibit |aboratory
acceptance rates, neasured as provider percentage pass/fai
per formance, consistent with other sanples used in the
program for the sanme paraneters

B.4.1 ADEQUACY OF THE SAMPLE DESI GN

The testing and verification protocol required to establish
sanpl e equivalency will be agreed to by both the PT provider
and the PTOB on a case by case basis. It is the
responsibility of the PT provider to denonstrate the
adequacy of sanple design to the satisfaction of the PTOB.
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B.5.0 DATA REPORTI NG BY PT PROVI DERS

The results of sanple Prepared Farget—Val ue verification,
honmogeneity, and stability testing nust be available to the
participating |aboratories. Al data devel oped by the
provider in support of verification testing, honobgeneity
testing, and stability analysis nust be provided to any

| aboratory participating in the program upon request after
the cl ose of the study.

B.5.1

The data devel oped by the PT provider in support of
verification, honogeneity, and stability testing wll be
supplied in summary format to the PTOB in an el ectronic
format to be determ ned by the PTOB. Verification and
honogeneity data nust be supplied to the PTOB prior to
sanple distribution to the | aboratories.

B.5.2

Al data fromthe |aboratories and the results of stability
testing nust be provided to the PTOB in an el ectronic formt

to be determned by the PTOB within 38—ealendar—thirty—20
wor ki ng days of the close of the study.
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C.0.0 PURPOSE, SCOPE, AND APPLI CABI LI TY

Thi s Appendi x defines the criteria to be used by any entity
whi ch seeks to participate as a Proficiency Test Provider in
t he NELAC Program for scoring the results obtained fromthe
anal yses of sanples in any NELAC PT Study. Two distinct
sets of scoring criteria are defined: 1) whether or not an
i ndi vi dual analyte result is either “Acceptable” or “Not
Acceptabl e” and 2) whether or not a |aboratory’ s initial PT
performance for a group of interdependent anal ytes can be
eval uated as “Pass” or “Fail”. The PT Providers shal

submt all |aboratories’ performance rating(s) to the
Primary Accrediting Authority, as described in Chapter 2 of
t he NELAC standards, to be used as a tool for determning a
| aboratory’ s NELAP-accreditation status. PT acceptance
l[imts and pass/fail criteria are established on a Program

matri x- anal yt e basi s aceording—toPFHf+elds—of—testtng;
whi-ch—are—det+ned—+n—Chapter—2—of—the NELACSstandards.

C 10 ANALYTE ACCEPTANCE LIM TS

Acceptance limts are established for each—indivduat

anal yte. Wether or not a | aboratory has passed or failed a
group of interdependent analytes is based on the nunber of
results that are determ ned to be acceptabl e.

Cl1 Anal yte Acceptance Limt Categories

Acceptance limts are separated into three categories.
Results for analytes with acceptance |imts determ ned as
described in Sections C.1.1.1 and C 1.1.2 will be used in
the determnation of a | aboratory’s Programmatri x-analyte
PHi+eld—of—Festing pass/fail evaluation. Results for

anal ytes with acceptance limts determ ned as described in
Section C.1.1.3 will not be used as part of the PFFretd—-of
Festt+ng Program matri x-anal yte pass/fail eval uation

C1l1.11 Anal ytes with EPA Pronul gated Acceptance Limts

PT Providers shall utilize the proficiency test acceptance
limts that have been pronul gated in regul ati ons—o+

gutdetHnes—byEPAproegrans. The nost recent EPA regul ations
andfor—gutdettnes—are i ncorporated into this Appendi x by

reference. EPA s promul gated proficiency test acceptance
limts for chem cal analytes are typically expressed in the
fol | om ng manner:
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. Prepared Farget—= fixed percentage. Acceptance |limts
shall be set at plus and m nus the published fixed

percentage of the analyte s verified prepared vat+dated
target—val ue.

. Mean = 2 standard deviations. For those anal ytes for
whi ch the NELAC Standing Committee on Proficiency
Testi ng PFEB—has established |inear regression
equations relating prepared target—val ue to nean and
prepared target—val ue to standard devi ati on, acceptance
lTmts shall be set using said equations and the
sanple’s verified prepared vatdated—target—val ue.

Li near regression equations may only be used for
prepared target—values that fall within the range of

prepared target—val ues used to establish said
equations. In the event that there are no |linear

regressi on equations avail able for a given anal yte,
that analyte will be treated as described in Section
C1l.1. 3.

C1l12 Anal ytes with acceptance limts derived from
regression equations established by the NELAC
Standing Committee on Proficiency Testing PFoB—and

approvet—by—the—NELAC

When EPA Program regul ations er—gutdanree—for establishing
acceptance criteria are not avail able Proficiency Test
provi ders shall set acceptance |imts—as—foHows—R using
regression equations that predict the mean and standard
deviation for an analyte in a given range of concentrations.
rA—PF—sanptes Regression equations will be derived by the
NELAC Standing Commttee on Proficiency Testing and wll be
nmade available to PTOB-approved PT Providers by the PT
Commttee Chair or the Executive Drector of NELAP—PFOB
Data from sources such as the EPA PE studies,
interl aboratory results from professional organizations such
as ASTM other proficiency testing providers, comercial and
non-profit organi zations, wll be used to establish the
equations. All regression equations shall wtH—be approved
by the NELAC Standing Conmittee on Proficiency Testing prior
to use by a PTOB-aApproved PT Pprovider. For these
anal ytes, the PT Provider shall use the sanple’s verified
prepared vat+dated—target—val ue and sai d equations to
determ ne the nean and standard devi ati on. Fhe—regresston
: . :
equatlﬁns_shalllbe gestghed—to—be applléable aefoSsS—the
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C1.1.3 Experinental Data: Analytes w thout promnul gated
acceptance limts or EPA-established regression

equat i ons;——e——Exper+rnenta—bata™

For those analytes not included in categories C. 1.1.1 or
C1l1.2 e.g., newy regulated analytes, or analytes in a
matrix that have not been fully evaluated in interlaboratory
studi es, NELAC acceptance Iimts will be established only
after interlaboratory data has been collected for a m ninmm
of one year unless the NELAC Standing Conmittee on
Proficiency Testing PFEB—-determnes that sufficient data
have been collected in less tine. The data obtained during
the one-year period shall be referred to as "experi nental
data". NEFACwth—the—asststanee—of—tThe NELAC St andi ng
Conmi ttee on Proficiency Testing—6verstght—Bedy;- will derive
regression equations to be used to establish acceptance
limts for analytes in the experinental category after
sufficient data have been collected. The |aboratory wll
receive a copy of its own experinental data fromthe PT
Provider at the conclusion of the PT study.

C 20 ACCEPTABLE PT RESULTS FOR CHEM CAL ANALYTES I N
POTABLE WATER_AND,- NON- POTABLE WATER-ANBHAZARDOJS
WASTE PT SAMPLES

A | aboratory’s PT analyte result is aAcceptable when it
falls within the requl atory EPA—s—promnul gated acceptance
l[imts (Section C1.1.1). For Section C. 1.1.2 analytes, PT
Provi ders shall use the PT sanple’s verified prepared
vat-dated—target—val ue and said regression equations to
determ ne the nean and standard deviation. Acceptance
limts shall be set at the

the—nean + two and—standard devi ations for potable water
anal ytes and the nean + three standard deviations for non-
potable water analytes. A result 1s aAcceptable when it
falls within these derived acceptance limts.

C3.0 NOT ACCEPTABLE PT RESULTS FOR POTABLE WATER AND-
NON- POTABLE WATER-ANDHAZARDOJIS—WASTE PT SAMPLES

A laboratory’s result for any analyte is considered
unacceptable if it neets any of the following criteria:

a) The result falls outside the EPA's pronul gated
acceptance limts (Section C 1.1.1) or outside the—99%
prediction interval derived from PFoB—establi shed
regressi on equations (Section C +31-2.0);
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b) The lab reports a result for an anal yte not present in
the PT sanple (i.e., a false positive);

c) The lab reports a result of “Not Detected”, (or simlar
indication of no detection), for an analyte present in
the PT sanple (i1.e., a false negative);

NOTE: Fal se positives and fal se negatives w ||
only be scored “not acceptable” when an anal yte
has an EPA promul gated required detection limt
(RDL). For exanple if a |laboratory reports a
result above the EPA promul gated RDL for a given
analyte that is not present in the PT sanpl e,
then the result wll be classified as a fal se
positive and scored as “not acceptable”.
Conversely, if a laboratory reports a result |ess
then the RDL for an analyte present in the PT
sanple at a concentration wthin the NELAC.
approved PT concentration range, the result wll
be classified as a fal se negative and scored as
“not acceptabl e”.

d) The lab fails to submt its results to the PT Provider
on or before the deadline for the PT study.

C. 4.0 ADDI TI ONAL REQUI REMENTS FOR PT PROVI DERS

PT Providers shall examine all data sets for binoda

di stribution and/or situations where results froma given
met hod have disproportionally large failure rates or
reporting anomalies to the Proficiency Testing Oversight
Body. Al proficiency test data are to be submtted to the
PTOB in the format specified by the PTOB and shall be
reviewed annually by the NELAC Standing Commttee for
Proficiency Testing ra—eonjunreton—wth—the—EPA for the

pur pose of revising existing and establishing new |inear
regressi on equati ons.

C5.0 NELAC PT STUDY PASS/ FAIL CRI TERI A

NELAC PT sanpl es are designed to neet the requirenents of
Chapter 2 and associ ated appendi ces. Once data
acceptability has been determ ned as described in Sections
C.1 through C. 3 of this appendix, the |aboratory’ s PT “Pass”
or “Fail” evaluation is determ ned as described in this
Section. Pass/Fail criteria are used when groups of
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i nt erdependent anal ytes are evaluated as a unit for the
| aboratory’s initial denonstration of proficiency.

C.5.1 | nt erdependent Anal yte Pt Sanpl es

| nt er dependent anal yte PT Sanples are those that are

anal yzed using nethods in which the ability to correctly
identify and quantitate a series of analytes is indicative
of the laboratory’ s ability to correctly determ ne the
presence or absence of simlar anal ytes. Exanples of

i nt erdependent PT Sanples are those used for the foll ow ng
series of analytes; volatiles, semvolatiles, pesticides,
her bi ci des, etc..

C.5.2 Non-i nt er dependent Anal yte Pt Sanpl es

Non-i nt er dependent PT Sanples are those that are anal yzed
using methods in which the ability to correctly identify and
guantitate an analyte or a series of analytes in a sanple is
not indicative of the |aboratory s ability to correctly
identify and quantitate sim/lar analytes. Non-

i nt erdependent anal yte PT sanples nay contain a single

anal yte, e.g., pH BOD, TSS, etc., or may contain multiple
anal ytes, e.g., netals, major ions, etc.

C. 5.3 Promul gat ed Epa Pass/fail Criteria

In all cases, pronul gated EPA pass/fail criteria, e.g.,
drinking water volatiles as listed in 40 CFR 141.61(a),
subsection (M (1), wll be used as NELAC PT pass/fai
criteria as applicable. The criteria described in the
feHHewtng Sections 5.4 and—5-"5 shall be used in the
absence of pronul gated EPA pass/fail guidelines.

C.5. 4 Pass/fail Criteria For |Interdependent Analyte Pt
Sanpl es

Proficiency Testing pass/fail evaluations for Interdependent
Anal yte PT sanples shall be determ ned as follows. To
receive a score of “Pass”, a |aboratory nust produce
“Acceptable” results as defined in Section C.1 for 80% of
the analytes in an Interdependent Analyte PT Sanpl e.

Greater than 20% “Not Acceptable” results will result in the
| aboratory receiving a score of “Fail” for that series of
anal ytes. For exanple, a laboratory nust report al
“Acceptable” results for an |Interdependent Analyte PT
Sanpl e containing 1-4 analytes, may report no nore then one
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“Not Acceptable” result for a Sanple containing 5-9

anal ytes, two “Not Acceptable” results for a Sanple
containing 10-14 analytes, etc A “Not Acceptable” result
for the same analyte in two consecutive PT studies wll
also result in the laboratory receiving a score of “Fail”
for that anal yte.

€-5-5—PASSHFAH—CRHERFATFERNON-+NTFERDERPENDENT—ANALYTE
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D.0.0 PURPOSE, SCOPE, AND APPLI CABI LI TY

Thi s Appendi x defines the qualifications, scope of
responsibilities and requirenments for a the—NELAPE

desi gnated Proficiency Testing Oversight Body (PTOB) as
defined in Section 2.2.3 of the NELAC docunent. In addition
to conmplying with the requirenments of this Appendix, a the
PTOB, for this oversight function, shall conply with the
applicabl e requirenents described in Chapter 2 and
associ at ed Appendi ces A (PT Provi der Acceptance Criteria), B
(PT Sanpl e Design and Acceptance Guidelines), and C
(Criteria for Setting PT Data Acceptance Limts).

D.1.0 TECHNI CAL AND ADM NI STRATI VE QUALI FI CATI ONS

An_or gani zai on Fhe—PFEB shall denonstrate to NEEAP t he NELAC
Standing Commttee on Proficiency Testing by the subm ssion
of a current Statenent of Qualifications that it has the
techni cal expertise, admnistrative capacity, and financi al
resources sufficient to inplenent and operate a national
program of PT Provider evaluation and oversight. 1In the
event that the organi zation PFEB—is not a nationally or
internationally recognized authority, the NELAC Standing
Comm ttee on Proficiency Testing reserves the right to
request further docunentation detailing the
organi zati onPFEB' s qualifications. The organi zati on PFEB
shall nmeet the follow ng general requirenents:

a) Fhe—PFeB—shatt+—dDenonstrate the capability to nanage
and eval uate conpl ex environnental reference materials
in a variety of matrices;

b) Fhe—PFeB—shatt+—dDenonstrate expertise in statistica
applications as related to large interlaboratory
per formance eval uati on prograns;

c) Fhe—PFeB—shatt+—dDenonstrate the capability to conduct
on-site audits of PT Providers;

d) Fhe—PFeB—shatt+—dDenonstrate the capability to conduct
technical reviews of Initial Applications;

e) Fhe—PFeB—shatt+—daDenonstrate a know edge and
under st andi ng of the |1SO gui des 9001, 34, 43, and
Chapter 2 of the NELAC standards includi ng Appendi ces
A, B, and C
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D.2.0 PTOB RESPONSI Bl LI TI ES REGARDI NG | NI TI AL ASSESSMENT
OF PT PROVI DERS

Fhe—PTOB responsi bilities are described in this section.

The primary responsibility of a the—PTOB is the oversight
and ongoi ng nonitoring and eval uation of the PT Providers.
The oversight activities of a the—PTOB shall be designed to
ensure that the PT Provider neets the requirenents specified
in Chapter 2 and Appendices A, B and C Any variations from
these requirenents shall be approved by NELAC prior to a
body being approved as a NELAC PTOB. All activities
described herein shall be conducted by a the—PTCB.

D 2.1 Devel opment of Standard Operating Procedures and
For ns

Fre—PTOBs shal | devel op the Standard Operating Procedures
(SOPs) necessary to conduct the PT Provider eval uation
process. These docunents shall be based upon the

requi renents of Chapter 2 of the NELAC standards and the
associ at ed Appendices A, B, and C. The NELAPC St andi ng

Comm ttee on Proficiency Testing has the authority to review
and approve, as necessary, the SOPs devel oped by a the—PTCB.

D.2.1.1 SOP(s) for the Assessnent Process

The PTOB shall devel op and inpl enent SOP(s) including but

not limted to: the initial application submttal and review
process, on site inspection, submttal of final reports to
NELAP, the procedures for detyerm ning that a PT Provider’s
approval be revoked, the procedures for appealing approval
determ nations, and any ot her procedures deened necessary by
NELAC.

D.2.1.2 Initial Application

A Fre—PTOB shal |l develop the initial application process to
be submtted by aHH—PT Providers applying for approval as PT
Provi ders of NELAC sanples. The application shall include
questions regarding the qualifications of the organization
seeking approval. In addition to conpleting the initial
application process, a the—PTOB shall require that the PT
Provider submt copies of its current |1SO 9001 registration
certificate or any other docunents which detail the quality
systens required by the provisions of Chapter 2 and
associ at ed Appendi ces.
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D.2.1.3 SOP(s) for On-Site Inspections and Checklist(s)

A Tre—PTOB shal |l devel op SOP(s) for conducting consistent,
effective, on-site inspections of PT Providers. The SOP

shal |l include policies which describe the circunstances for
conducting any additional inspections, and circunstances for
determ ni ng whether on-site inspections will be announced or
unannounced. A Fhe—PTOB shal | devel op standard, consi stent
checklist(s) to be used during any and all inspections of PT
Provi ders.

D 2.2 Initial Application Review and On-site Inspections

A Fhe—PTOB shall follow the procedures described in this
section for the review of applications and on-site
i nspections of any candi date PT Provider.

a) A Tre—PTOB shall review the initial application
docunents, described in D.2.1.2, for conpliance with
the PT Provider qualifications described in Appendix A
and ot her applicabl e docunents.

b) A Tre—PTOB shall review the sanple designs used by the
PT Provider for conpliance with Appendi x B and ot her
appl i cabl e docunents.

c) A Tre—PTOB shall review the PT anal yte and sanple
scoring procedures used by the PT Provider for
conpliance with Appendi x C and ot her applicable
docunent s.

d) No | ater than nthnety—(90)—catendar—sixty five (65)
wor ki ng days after the review of the Initial

Application and associ ated docunents, a the—PTOB shal
conduct an on-site inspection of the PT Provider. The
PT Provider shall be provided with checklist(s) to be
used during the inspection as part of the initial
application process. The inspection may be conducted
nore than 9665 worki ng days after reviewing the initial
application only 1f unforeseen circunstances beyond the
control of a the—PTOB, prevent an inspection from being
conducted within this tinme period. The inspection
shal | be conducted follow ng the SOP(s) and docunent ed
on the checklist(s) described in Section D.2.1.3.

e) Fol  owi ng the inspection, a the—PTOB shall conduct an
exit nmeeting wwth the PT Provider, which shall include
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f)

9)

di scussi on of deficiencies and di screpanci es found;
however, a the—PTOB may further revise the findings
after the closing of the exit neeting, if necessary.

The i nspection shall include, at a m ninum

1) Revi ew of the quality system for adherence to
the requirenents of Appendices A B and C

2) Revi ew of staff qualifications and technical
experti se necessary to produce acceptable
proficiency testing sanples;

3) Revi ew of the sanple manufacturing and
verification procedures to ensure that the
requi renents of Appendices A and B are net;

4) Revi ew of the procedures in place to ensure
that all personnel are aware of and abi de by
standards of conduct for PT Providers and
confidentiality of sanple values; and

5) Revi ew of data reporting systens to ensure
that the requirenents of Appendix C are net
within the tinme periods specified in Chapter
2.

A Fhe—PTOB shall send a draft report to the PT Provider

no later than fourteen—{t4)—catendar 10 worki ng days
after the conpletion date of the inspection. A Fhe

PTOB shall allow the PT Provider seven{#A——calendar
five (5) working days to review and comment on the
draft if the PT Provider finds any discrepanci es and
determ nes that revisions are necessary. A The—PTOB
shall then submit a final inspection report to the PT
Provider no | ater than thirty—fHve{(35—¢catendar 25
wor ki ng days after the conpletion of the on-site
inspection. The final report may only contain

di screpancies and findings identified during the on
site inspection or discussed during the exit briefing.

A Fhe—PTOB shall allow the Provider no | ess than thtrty
30y—<alendar 20 working days to subnit their response
to the report. In order for the Provider’s response to
be considered acceptable, a t#e—PTOB shall require that
it include a description of corrective actions
necessary to neet the criteria of Chapter 2, and
Appendi ces A, B, and C
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D 2.3 Fi nal Report Subm ttal NELAP and the PT Provider

No | ater than nainety—{(99)——calendar 65 worki ng days after the
conpl etion date of inspection, a the—PTOB shall submt to

NELAP and to the Provider a final report that includes the
PTOB' s final inspection report, the Provider’s response to
the inspection report, and the review of the initial
application with associ ated docunents. The report shall also
i nclude the PTOB' s determ nation of whether the PT Provider
is approved to provide NELAC sanples. As part of the initial
application process, the PT Provider wll sign a waiver
permtting the PTOB to rel ease to NELAP non-confidenti al

busi ness information as necessary in the final report.

D.3.0 PTOB RESPONSI Bl LI TI ES REGARDI NG APPROVAL OF PT
PROVI DERS

A Tre—PTOB shall utilize the appropriate final report and
associ ated docunents submtted by the PT Provider to grant
or deny approval to that Provider.

D.4.0 PTOB RESPONSI BI LI TI ES FOR ONGO NG OVERSI GHT OF PT
PROVI DERS

A Tre—PTOB shal |l conduct ongoi ng oversight of all approved
PT Providers. The oversight shall include at a m ninum

a) the use of referee |aboratories to verify the
concentrations of analytes in randomy selected PT
Provi der sanpl es;

b) the statistical nonitoring of PT Provider’'s study data
to detect occurrences which indicate sanpl es of
unacceptable quality, i.e., failure rates that exceed
expected norns, analyte standard devi ations that exceed
expected intervals, and anal yte nean recoveries which
are significantly above or bel ow historical trends.

The ongoing nonitoring criteria to be used by a the
PTOB wi |l be devel oped by NELAC.

c) bi annual on-site inspections of the PT provider review
and nonitoring of critical operational paraneters of
the PT provider, i.e., change in senior nmanagenent,
sal e of the conpany.

d) on-site inspections of the PT provider for cause.
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Based upon the results of its ongoing oversight, the PTOB
may determ ne that the Provider’s approval status be
reeval uat ed

D.5.0 PTOB' S ANNUAL REPORT ON PROVI DER ACCREDI TATI ON
STATUS

A Tre—PTOB shall submt an annual report to NELAP and al
Accrediting Authorities AA—s—regardi ng the current
accreditation status of PT Providers. NELAP may request
additional information regarding a Provider including but
not limted to: the PT Provider’s nonitoring data as
described in Section D. 4, final inspection reports and

Provi der responses, Initial Application Fornms, the frequency
and results of studies and conplaints received regarding a
Provi der .

D.6.0 DEVELOPMENT AND MAI NTENANCE OF A COVPREHENSI VE PT
DATABASE

A conprehensi ve PT database will be devel oped and nai nt ai ned
by the PTOB(s) in conjunction with NELAC.

D.7.0 COMPLAI NTS AND CORRECTI VE ACTI ON

A Tre—PTOB shal |l evaluate all conplaints that it receives
regardi ng either approved or candidate PT Providers. |If the
PTOB determ nes that a conplaint warrants investigation, the
PTOB shall notify the Provider of the conplaint. The PT
Provider is required to resolve the conplaint to the
satisfaction of the PTOB within thtr+ty{36)—¢calendar20
wor ki ng days fromthe date the PTOB notifies the Provider.

A Fhe—PTOB shall provide to the NELAPC Standing Conmittee on
Proficiency Testing a sunmary of all PT Provider conplaints
received the previous year.

D.8.0 LI ST OF APPROVED PT PROVI DERS

A Tre—PTOB shall maintain a |list of approved PT Providers.
The list shall be maintained on a continuing basis on an

el ectronic bulletin board or simlar nmeans and wll be
readily available to | aboratories seeking NELAC
accreditation, state accrediting authorities and ot her
interested parties. PT Providers nust agree to abide by the
provi si ons of NELAC regarding the advertising and marketing
use of the designation, “NELAP-designated PTOB Approved
Proficiency Test Provider”.
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D.9.0 SPONSORSHI P OF ANNUAL NELAC PRCFI CI ENCY TESTI NG
CAUCUS
The PTOB(s) shall, in conjunction with NELAC, sponsor an

annual NELAC Proficiency Testing Caucus. The Caucus shall,
if possible, be held in conjunction with the annual NELAC
meeting. The purpose of the Caucus is to provide a forum
for PT Providers, Accrediting Authorities, |aboratories,
federal agencies, and other interested parties to exchange
information regarding the PT study results of the previous
year. The Caucus shall include technical presentations and
open di scussions on neans to inprove the Proficiency Testing
aspect of NELAC with a continuing goal of inproving the
quality of environmental data generated by the NELAC
accredited | aboratories.

D. 10.0 PTOB ETHI CS

This section describes the overall ethics and standards of
conduct that nust be adhered to in order for a the—PTOB to
i npl enment and adm ni ster a successful PT Provider oversight
program A Fhe—PTOB shall serve as an inpartial body

desi gned to objectively evaluate information about PT
Providers and use this information to make sound

determ nations regardi ng Providers’ approval status. A Fhe—
PTOB shall be able to certify to any interested party that
it is free of any organi zational or financial conflict of
interest, which would prevent it fromconplying with the
requi rements of Appendix D. A Fhe—PTOB shall remain

unbi ased in evaluating information gathered and received

i ncludi ng inspection reports, referee sanple results,

conpl aints, and any other information obtained regarding a
PT Provider. The PTOB shall evaluate all information

gat hered and received about a Provider related to providing
NELAC PT sanpl es, and determne which information is

rel evant to the approval status of a Provider, and provide
that information to NELAP, the_Accrediting Authorities—AAs
the | aboratories, and the public as appropriate.

D.11.0 CONFI DENTI ALI TY

A portion of the information provided to a the—PTOB by the
PT Provider in the course of its inspection and oversi ght
activities will be proprietary in nature. A The—PTOB W ||
agree to maintain the confidentiality of proprietary
information provided to it by the PT provider.
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E.0.0 PURPOSE

Thi s appendi x outlines the requirements for m crobiol ogical
proficiency testing under the Safe Drinking Water (SDWA) and
Cl ean Water (CWA) Acts. Mcrobiological testing for other
EPA Prograns will be added as required. Sem -annual
proficiency testing is required per the schedul e contained
in Section 2.4.

E.1.0 SAMPLES
E 1.1 SDWA Sanpl es

Sanpl es shall present thenselves as either as full volune
sanpl es or preparations easily reconstituted to full vol une
sanples. For the SDWA, there shall be ten 100+ m . sanples
for the qualitative determ nation (Presence/ Absence) of

Total coliformand Fecal coliform (or E coli). Sanpl e sets
whi ch are provided to the | aboratories shall contain
bacterial contam nates that produce the foll ow ng:

i Verification as total

and fecal coliforns_(e.coli).

. Sheen—cotontes—whiech—wH—ver+fy—\Verification as total
colifornms, but not as fecal coliforns.

. Atypteal—cotontes—Bacterial contam nates which will not

verify as total or fecal coliforns.

Furthernore, each set will contain the foll ow ng sanpl es:

. Fhree—One to four sanples containing an aerogenic
strain of Escherichia coli for total and fecal coliform
positive results using all EPA approved nethods.

. Fhree—One to four sanples containing Enterobacter sp.
or other m croorgani sns ensuring a total coliform
positive and fecal coliformnegative result using al
EPA approved net hods.

. Fwo—One to four sanples containing Psueudononas sp. or
ot her m croorgani sns ensuring a total and fecal
coliformnegative result using all EPA approved
met hods.

. Fwo—One to four blank sanpl es.

. Optionally, one sanple for the quantitative
determ nation of Heterotrophic Plate Count.
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Sanple sets for qualitative analysis shall be randomy
conposed of sanples that are Total coliform absent, Total
coliformonly present and Fecal coliform (E. coli) present.

E. 1.2 CWA Sanpl es

For the CWA, one sanple shall be provided for the
quantitative determ nation of Total coliformor Feca
coliform Providers may require | aboratories to analyze
sanples during a fixed tinme period after sanple shipnent or
at any time during the testing period which shall not exceed
the tine limt set in Chapter 2.

E.2.0 SAMPLE PREPARATI ON AND QUALI TY CONTROL

Proficiency test sanple providers shall select bacteri al
strains and hol ding nedia that produce the appropriate

bi ochem cal reactions for all approved anal ytical mnethods.
This shall be docunented by anal yses perfornmed by the
provider prior to sanple shipnent. The provider nust also
denonstrate that the sanples are stable by analysis of a
randomy selected set either after the study closing date or
in the case of a study with a fixed testing period, on the

| ast working day of the testing period.

E.3.0 SCORI NG
E. 3.1 Qualitative Anal yses, SDWA Sanpl es

Participating |laboratory results shall be considered
Accept abl e or Unaccept abl e when conpared to the known
presence or absence of Total coliformor Fecal coliform(or
E. coli) bacteria. fFor—ten{106)—sanptes—20resut-ts—areto
be—+eported——~Passi ng shall be consi dered as—18—Aeceptabte
restHts_nine out of ten sanples having acceptable results
and no fal se negatives reported.

E 3.2 Quantitative Anal yses

Quantitative result data sets shall be eval uated by
anal yti cal nethod using standard statistical analysis with
outlier rejection. Mst Probable Nunber data shall be
transforned to logs prior to statistical analysis.
Acceptable results are those that are within the 99%
confidence limts as set by the nean, standard devi ation and
set size (n) for their respective data set.
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E.3.2.1 M ni nrum Laboratory Participation

Each PT provider’s m crobiol ogical data set shall be
conprised of at least 20 valid data points for each nethod
eval uated. Sanple sets of |ess than 20 data points may be
used only with the approval of the PTOB.
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F.0 PURPGCSE

Thi s appendi x outlines variances from Chapter 2 deened
necessary or desired for radi ochem cal proficiency testing
under NELAP. USEPA program requirenents, for exanple for
Safe Drinking Water Act conpliance, will take precedence
over the requirenents set forth in this appendi x.

F.1 Proficiency Test Sanples

Sanpl es for proficiency testing shall be consistent with, or
easily converted to, common or required environnental
sanpling procedures so that standard sanpl e preparation
procedures, counting geonetries, and other nethod

requi renents can be utilized as with the environnental
sanpl es normal |y anal yzed.

F.2 Scoring and Reporting of Pt Results
F.2.1 Scori ng

Scoring of proficiency testing results for radi ochem cal

anal yses shoul d generally use fixed percentage limts of the
true or reference val ue, such percentages representing the
establ i shed capability of experienced |aboratories
perform ng the nmethodology as witten. For established
prograns pre-existing adoption of this appendi x and usi ng
statistical limts (e.g., 99% or 95% prediction intervals
based on all | aboratories or a designated subset), such
l[imts may continue to be used.

F.2.2 Reporting

Results of PT rounds shall be reported back to the
participating |laboratories and rel evant accrediting
authorities wthin 6640 working days of the close of the
testing period.

F.2.3 Nunmber of Data Points Needed

| f 20 data points are not available for a radi ochem cal
proficiency testing study, evaluation of pooled data or
other alternatives as approved by the Proficiency Testing
Oversi ght Body may be used.
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G 0 PURPCSE, SCOPE AND APPLI CABI LI TY

Thi s appendi x defines the criteria applying the proficiency
testing (PT) programto the follow ng environnental

t oxi col ogy prograns: 1) whole effluent toxicity (VWET), 2)
sedinment toxicity and 3) soils toxicity. The entire program
has not been rewitten; instead, this appendi x enphasi zes
deviations fromthe body of Chapter 2.

G 1 RATIONALE

Accreditation for environnental toxicology testing

| aboratories will be based on Proficiency Testing and on
"onsite" audits, the latter including but not limted to an
eval uation of personnel qualifications, facility
acceptability, SOPs, QA QC program status of data/reports
generated and routine standard toxicant testing.

Proficiency Testing provides a snapshot of the |aboratory's
capability, however, due to the nunber of variables inherent
to environnental toxicology testing it cannot carry the
sanme wei ght as PT sanples for chem cal analytes. [In order
to make PT results nore useful, the appendix w /Il designate
standard reference toxicant materials to be used by
participating |laboratories on a routine basis (i.e., nonthly
or by test organi sm batch, whichever is appropriate) for
each field of testing, organismand protocol (nmethod). PT
sanples will be conprised of unknown concentrations of these
sane reference toxicant materials nmaking it easy to conpare
PT results to historical data and the |aboratories' own
standard reference toxicant cunul ati ve summati on charts.
Every effort will be nmade by the oversight body working
together with the providers to reduce the nunber of
variables (i.e., organismage, etc.) while follow ng the
routi ne | anguage of the EPA protocols.

G 2 FROM THE BODY OF CHAPTER 2 FOR COMMVENTS

2.4 LABORATORY ENROLLMENT I N PROFI Cl ENCY TESTI NG PROGRAMS

2.4.1 Requi red Level of Participation
Requirenments as specified in Chapter 2.4.1, except that
for environnental toxicology prograns each | aboratory
shal |l participate in at |east one PT study per year for

each field of testing as designated (i.e., nethod and
endpoi nt) .
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2.5 REQU REMENTS FOR LABORATORY TESTI NG OF PT STUDY SAMPLES

- One PT study per year for each field of testing

- Anal yze within 306—20 working days of sanple
receipt; report results wthin 3620 worki ng days
of conpletion.

- Sanples will be analyzed exactly the way the | ab
al ways runs these tests (this includes dilution
wat er, nunber of replicates, water changes, etc.)
- "real world testing".

2.7 PT CRITERI A FOR LABORATORY ACCREDI TATI ON
2.7.2 Initial and Continuing Accreditation

As specified, except that for initial or continuing
accreditation, conpletion dates of successive
proficiency testing studies for a given field of
testing nust be at |east annual (i.e., not nore than 12
mont hs apart) and at |east 36 20 working days apart
(1.e., participation in a second round or renedi al
study may not occur within 36 20 working days of the
first or failed study). Failure to neet the annual
schedule will be regarded as a failed study.

2.7.3 Suppl ement al St udi es

As specified, except inline 2 of 2.7.3, change “sem -
annual” to “annual .”

G 3 FIELDS OF TESTI NG

The environnmental toxicology PT programw || be organi zed by
fields of testing based on nethod (including matrix, test
organi sm and exposure systen) and endpoint(s).

Laboratories may choose to participate in one or nore PT
fields of testing, or portions thereof.
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G 3.1 Whol e Effluent Toxicity (WET)
Test Organi sm Test Conditions Met hod | Standard
Code! Toxi cant
Pi nephal es 48-h acute, non-renewal, 20 C, 11 NaCl
pronel as synthetic MW
Pi nephal es 7-d chronic, daily renewal, 15 NaCl
promnel as synthetic MHW
Ceri odaphni a dubia | 48-h acute, non-renewal, 20 C, 17 NaCl
synthetic MHW
Ceri odaphni a dubia | 7-d chronic, daily renewal, 21 NaCl
synthetic MHW
Daphni a pul ex 48-h acute, non-renewal, 20 C, 32 NaCl
synthetic MHW
Mysi dopsi s bahi a 48-h acute, non-renewal, 20 C, 42 copper
synthetic SW
Mysi dopsi s bahi a 7-d chronic, daily renewal, 43 copper
synthetic SW
Meni di a beryllina 48-h acute, non-renewal, 20 C, 44 copper
synthetic SW
Meni di a beryllina 7-d chronic, daily renewal, ?? copper
synthetic SW
Cypri nodon 48-h acute, non-renewal, 20 C, 46 copper
vari egat us synthetic SW
Cypri nodon 7-d chronic, daily renewal, 47 copper
vari egat us synthetic SW
1 Method Code refers to ‘97 DVR QA nethod summaries
2 MHW = noderatl ey hard freshwater
3 SW= sea water
G 3.2 Sedi nent Toxicity (Solid Phase)
. Anmphi pod - fresh & salt
. Mol [ usca - fresh & salt
. Pol ychaete - fresh & salt
. St andard reference toxicant type test - 96 hour (Cdd ),)
. Ref er ences

EPA/ 503/ 8- 91/ 001
EPA/ 823/ B- 94/ 002
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G 3.3 Soil Toxicity
Test Organi sm Test Conditions Met hod | Standard
Code Toxi cant
Ei senia foetida survival | 14-d static, non-renewal, TBS! TBS
t est 20x2 C, 24L:0D
Lettuce (Lactuca sativa) |120-h static, non- TBS TBS
seed germ nation test renewal , 24+2 C, 16L:8D
Lettuce (Lactuca sativa) |120-h static, non- TBS TBS

root el ongation test

renewal , 24+2 C, OL: 24D

L' TBS =

to be specified




